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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Response to Amendment 

1 . Applicant's amendment of July 27, 2009 does not render the application 
allowable. As described in the rejections below Feldman still meets the limitations of 
the claims. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 10, 11, and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Feldman et al. US 6,299,757 B1 ("Feldman"). 

Addressing claim 10, Feldman discloses a biosensor (abstract) comprising: 
in its tip portion, an electrically insulating substrate (500 or 579) and a cover 
sheet (508 or 583) facing each other with a space in between and a spacer sheet (504 
or 581) somewhere therebetween (Figures 18A-18C or Figures 22A-22C ; and a 
reaction part having an oxidoreductase in a holding space formed by the substrate, the 
cover sheet and the spacer sheet end (col. 32:65 - col. 33:15 and col. 38:07 - 
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col. 39:09); 

the liquid sample being delivered from the tip of the sensor into the holding space 
by capillary action (col. 32:07-13 and col. 34:37-42, and an electrochemical change 
caused by an enzyme reaction between the liquid sample and the reaction part being 
detected using an electrode set having a working electrode and a counter electrode 
(col. 38:07 -col. 39:15); 

the biosensor being provided with a projection at only one side of the spacer in 
the widthwise direction sheet end in the holding space with the projection extending 
toward the end of the biosensor (see Figures 18B and 22B reproduced below with 
projection identified. Note that projection(s) only occur at only one side of the double- 
headed arrow, which represents the widthwise direction.); 

the spacer sheet being composed of one sheet (the Examiner construes 
"composed" to have the same meaning as - comprising --, this is, he does not 
"composed" to be "closed" language such as -- consisting of ~ or consisting essentially 
of -); and 

the electrode being disposed on the substrate (Figures 18A, 18C, 22A, and 22C). 
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FIG. 22B 
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Addressing claim 1 1 , see Figure 22B reproduced above with 
the inside corner part Identified. By being located beyond the curved portions of the 
projection the inside corner part enlarges the capacity of the holding space. 

Addressing claim 13, for the additional limitations of this claim see in Feldman 
col. 38:07 - col. 39:15; col. 23:50-58; and col. 1 1 :35-49 (note lactate). 

Addressing claim 18, for the additional limitations of this claim see in Feldman 
Figures 18A, 18C, 22A, and 22C. 

Addressing claim 19, for the additional limitations of this claim see in Feldman 
Figures 18A-18C and 22A-22C (compare with Applicant's figures, which require only 
three linear, perpendicular sides for the sensor). 
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Claim Rejections - 35 USC §112 



4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claim 19 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. Claim 19 requires the substrate to be formed in a 
rectangular shape. To the extent that this new claim requires the substrate to be 
defined by four perpendicular sides "rectangular shape" is not supported as the figures 
clearly show one side of the biosensor having a semicircular shape. 



Claim Rejections - 35 USC § 103 



6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Feldman 
in view of Bhullar US 6,447,657 B1 ("Bhullar") 

Feldman discloses 

a biosensor (abstract) comprising: 

in its tip portion, an electrically insulating substrate (500 or 579) and a cover 
sheet (508 or 583) facing each other with a space in between and a spacer sheet (504 
or 581) somewhere therebetween (Figures 18A-18C or Figures 22A-22C ; and a 
reaction part having an oxidoreductase in a holding space formed by the substrate, the 
cover sheet and the spacer sheet end (col. 32:65 - col. 33:15 and col. 38:07 - 
col. 39:09); 

the liquid sample being delivered from the tip of the sensor into the holding space 
by capillary action (col. 32:07-13 and col. 34:37-42, and an electrochemical change 
caused by an enzyme reaction between the liquid sample and the reaction part being 
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detected using an electrode set having a working electrode and a counter electrode 
(col. 38:07 -col. 39:15); and 

the biosensor being provided with a projection at only one side of the spacer in 
the widthwise direction sheet end in the holding space with the projection extending 
toward the end of the biosensor (see Figures 18B and 22B reproduced below with 
projection identified. Note that projection(s) only occur at only one side of the double- 
headed arrow, which represents the widthwise direction.); 

the space sheet being composed of one sheet (the Examiner construes 
"composed" to have the same meaning as - comprising --, this is, he does not 
"composed" to be "closed" language such as -- consisting of -- or consisting 
essentially of --); and 

the electrode being disposed on the substrate (Figures 18A, 18C, 22A, and 22C). 
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FIG. 22B 
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Figures 18A-18C and 22A-22C only show a tip portion that is formed 
approximately in a semicircular shape. However, as shown by Figures 3 and 10 of 
Bhullar at the time of the invention having a tip portion of an electrochemical test strip 
sensor be formed in a semicircular shape was a known alternative to having the tip 
formed approximately in a triangular shape. Thus, if the choice of tip shape is not 
actually just a design choice it is at least substitution of one known element for another 
to provide predictable results. 



9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALEX NOGUEROLA whose telephone number is (571) 272- 
1343. The examiner can normally be reached on M-F 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, NAM NGUYEN can be reached on (571) 272-1342. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Alex Noguerola/ 

Primary Examiner, Art Unit 1795 

August 3, 2009 



